Food and Drug Administration, HHS

Subpart A—Bulk Drugs

§444.6 Amikacin.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Amikacin is A-3-amino-3-
deoxy-A-D-glucopyranosyl (1-6) - A - [6 -
amino - 6 - deoxy - A - D -
glucopyranosyl (1-4)] - Nt - [(s) - 4 -
amino - 2 - hydroxy - 1 - oxobutyl] - 2
- deoxy - D - streptamine. It is so puri-
fied and dried that:

(i) Its potency is not less than 900
micrograms per milligram on an anhy-
drous basis.

(ii) [Reserved]

(iii) Its moisture content is not more
than 8.5 percent.

(iv) Its pH in an aqueous solution
containing 10 milligrams per milliliter
is not less than 9.5 and not more than
11.5.

(v) It gives a positive identity test
for amikacin.

(vi) Its residue on
more than 1.0 percent.

(vii) Its specific rotation is not less
than +97° and not more than +105°.

(viii) It is crystalline.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§432.5 of this chapter.

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of §431.1 of this chapter,
each such request shall contain:

(i) Results of tests and assays on the
batch for potency, safety, moisture,
pH, identity, residue on ignition, spe-
cific rotation, and crystallinity.

(i) Samples required: 10 packages,
each containing approximately 500 mil-
ligrams.

(b) Tests and methods of assay—(1) Po-
tency. Proceed as directed in §436.106 of
this chapter, preparing the sample for
assay as follows: Dissolve an accu-
rately weighed sample in sufficient
sterile distilled water to obtain a stock
solution of convenient concentration.
Further dilute an aliquot of the stock
solution with distilled water to the ref-
erence concentration of 10.0
micrograms of amikacin per milliliter
(estimated).

(2) [Reserved]

(3) Moisture. Proceed as directed in
§436.201 of this chapter.
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(4) pH. Proceed as directed in §436.202
of this chapter, using an aqueous solu-
tion containing 10 milligrams per mil-
liliter.

(5) Identity. Proceed as directed in
§436.318 of this chapter.

(6) Residue on ignition. Proceed as di-
rected in §436.207(a) of this chapter.

(7) Specific rotation. Proceed as di-
rected in §436.210 of this chapter, using
an aqueous solution containing 20 mil-
ligrams of amikacin per milliliter and
a 1.0-decimeter polarimeter tube. Cal-
culate the specific rotation on an anhy-
drous basis.

(8) Crystallinity. Proceed as directed
in §436.203(a) of this chapter.

[41 FR 49483, Nov. 9, 1976, as amended at 44
FR 10379, Feb. 20, 1979; 50 FR 19919, May 13,
1985]

§444.7 Amikacin sulfate.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Amikacin sulfate is the sul-
fate salt of D-streptamine, 0-3-amino-3-
deoxy-a-D-glucopyranosyl(1-6)-0-[6-
amino-6-deoxy-a-D-glucopyranosyl(1-
4)]-N1-(4-amino-2-hydroxy-1-oxobutyl)-
2-deoxy-,(S)-. It is so purified and dried
that:

(i) Its potency is not less than 674
micrograms and not more than 786
micrograms per milligram on an anhy-
drous basis if the molar ratio of
amikacin to sulfuric acid (H2SO,) is 1:2
and is not less than 691 micrograms and
not more than 806 micrograms per mil-
ligram on an anhydrous basis if the
molar ratio of amikacin to H>SO,; is
1:1.8.

(ii) Its loss on drying is not more
than 13.0 percent.

(iii) The pH of an aqueous solution
containing 10 milligrams of amikacin
sulfate per milliliter is not less than 2.0
and not more than 4.0 if the molar
ratio of amikacin to H>SO4 is 1:2 and
not less than 6.0 and not more than 7.3
if the molar ratio of amikacin to H,SO4
is 1:1.8.

(iv) It gives a positive identify test
for amikacin.

(v) Its residue on ignition is not more
than 1.0 percent.

(vi) Its specific rotation is not less
than +76° and not more than +84° on
the anhydrous basis.

(vii) It is crystalline.
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